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2.1
2.2 Ve MERIEZBRESFTOEE [10.1 8]

3. #8AE - MR
3.1 48R

o2
CELZ
(15#F)

SRTIV—LF U Y LEE0mg [F3I7 7]
(BR) 975V =)+ kU 2420.0mg

D-v> = k=, Bt~ %Y Y4, e RuFy FSor
Ltlla—2, KE#EL FoFs 7oiltila—2,
AFTVY VBT AT T A TFLELO—R, HAETE
FOubl, e FORT—RATZIBEIATIL, FUt) v
R T XTI)L, Z V7, BlbF ¥ v, BB
fvFoNay
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e

ES

NIl

TRT 5V —=F MU LEE20mg [73I7 7]
WEED T 4 VLd—F 1~ 75 (BIEHE)
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147.0mg

4f
liZ

=

IE
EiE
Es
HE

BAlo—1 SRFST—L 20 ri77

4. WEEXIIHHR
BEE TTEBES MEHES TRMEREN.
Zollinger-EllisonfE{RE#

5. MEERIFHRICEHET 2iFE
REOBEGHFBREIC X DERERHT S ENH DT,
BHETEVWIEZHERDI ARETHI L,

6. FAiENRUHE

(BiEE. TEREE. WSERES. Zollinger-EllisonfiE(RE$)
EES BAICEIRTT Y —)bF b a & LTLEIOmE
ZIHIEFREORS 9 22, WIRIC X 0 1E20mg% 1 H a5
%5352 ENTES, 2B, BF. BBE. WAKE
BTEAME T, +ZHEBEE CIIGAME ToRE LT
o

(ERIERENR)
WRHREROBEICBL TR, BE. RAIKRIRTS
=)L+ MY LA E LTLEI0mg % H1EREO#S 9 245,
RARIC K D 1E20mg= I HIEHRE OG5 2 &N TE 5,
7B, EE. SEEFEFTOREET S, £/ U bRy
TA ey =1Lk BBRBTHRERATD %15, 1E10mg
AF1E20mgx 1 H2[E, S5 ICSEBROKE T 52 &N T
ED, 72720, 1E20mgl H2E G I3 EEORREEEE
THBEICRS,

7. BiERCHEICEET 3R

(BiEE. TZEREE. WSERES. Zollinger-EllisonfiE(RE$)

7.1 WRAPE L LA R OEREE - BIGHEO5EIC1E20mg%

1HIEEE I 5 ENTE S,

(ERERENR)

7.2 RDE L WIS R OERYE - Ei5tE0B&1C10120mg %

1HIEHRET 22 ENTES (FHFE - BREZBR0ET TR

HEBROMBEE, Tob B A ey -tk

LB CRRERATDHBEIIRL ). /2. Ta bRy

TA LY —IC KB IBBETHREA TS RBEHF I LIE

10mg X i1[E20mg% 1 H2ME. & 51 8ARH ST 51541,

PR ETRE TR R AAAIE L TV L T & R R
BC . B, AANE0MED] B2EIR5 1T, FERE
CEEOKBEELRER L HAICRS (17.1.1 B8],

8. EERBEANIER

GhgeE)

8.1 AAIOBSHICIE, MEEPFMAEICER L, EHAICM
EHARIRE - MEE(LERREZITO CENEE L,

(BiEB. tERES. UaEhEs)

8.2 RHOMEAMKEA 3 TConoT, #EREICIIAVZL
ZEMEF LV,

9. HEDERZHIDELICHI IR

9.1 GHE - BIEEEDH D EE

9.1.1 EVIBSEDIEEDH 2 EE

9.3 FTiREREE SRS
JFEARE CHEMEDRENH 5.

9.5 #im
TR AT IER L C W A RTREE D o 5 XM ICIRIRE LB
HeAfalte % LR S KT SN A BEICOARBEET ST
Lo BIMER (T v MEO400mg/kg. 7 FEE30Mg/
kg) THRIESEME (5 v M TILEEE, 7Y F THREDET,
LEELE) PHRESh TV,

9.6 23w
BELEOBERERUBAREORREZZE L. B OM
FXdhlE2E T s 2 &, BMER (S b)) THtF
AT A ENRESN TV S,

9.7 INR&
NREE R E UTERRERBRIEER L T,
9.8 ST

HILSERZFORER P H 5 bN I HEIIRET 5745 &1E
BIIRET S &, RANZFEE LTHETRE S NS D,
ERETIFREPERNL TV S ENEL, BIEAY S
EbNaZENHb,

EE{ER

KAORHICIAFRBESRF b7 10— LP450 2C19
(CYP2C19) % U3A4 (CYP3A4) ODBEENRDH 5N T B,
[16.4 ]

F7o. KAOBBRWMEIERICE D SRAZER ORI Z
REIIIH T 2 ENH B,

10.

#10.1 HAZEZ (HALBWLI L)

HH2% BERREIR - HEE A HF - T
LR VIEBRE| VLYY VIERBIED | AE 0S8 5 Wi E
(Zyash) TERZREET 5B N HICKD, EApHAY L
(2.2 28] BdH B B, VLYY V5

HORRASETRL, VY
LB o E
PEFTZIEDH 5,

10.2 HEES HRAICEETSIE)

HANEE BRRER - BB W - fabER T
D= = HETFEEA 0 I A EE | AR A O B R 5 W 1
AFNITFY Y ERT2ZENDHBH, [HICE D, B ApHY

£ U HFEA O
RZA(EET %o
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FI4F=7
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1. 8HeA

ROBWERBH 6O D ENHEHDT. BEE I

W, BEPRDOSNIHEEIC iﬁ%%*ﬂ:?’é&&:@tﬂ&

WMEEITH T &,

EAREER

A vavg BEEAH). 7FIT45FY— (BEEARH)

11.1.2 JAMERRIA (BEERPH) . SEENERE (BHEAMH). M
IR (0.19%K7) . BMEED (SEEARE)

3 BUERFR BEEAH). FFEEEZE (0.1~5%F%H).
BE (HEARH)

.4 FEEEMERER (0. 1%KH)

FE. EHL IR, BEORY (88E) /R

O HNTEAITIE, ERDPICHERXREEDRE % £

L. KEIOHEG2FIETHEEBHIC, BIBRERLE

CHEIOFBEEOEY S MBEEITO Z &,

RERE (5EAH)

FRE R EIERIAFE (Toxic Epidermal Necrolysis:

TEN). FEHARERAERRE (Stevens-JohnsonfiEfEEf) |

ZIAMENDHSDONDHEND S,

.6 SMEBEE (HEARH), MEEER (bFEfEFTEH)
BHEERE (BUN. 7L 7F=0%) ICFERT S &,

1.1

1.1
1.1

11.1.

1.1

15.1.3 BB B2 FICABREE 2R E L BHOBIEH
R®T, TRy TA oy —2B5 L EEHIC
BWTIZOANITITL - T4 T4 NI E BB
Bep) A7 EMPHESN TIN5,

15.2 FEBRERERERICE D < {BHR

15.2.1 v bicSmg/kgbl FA2EMBZORE Lo H kiR
BWT, MTHIZHALF ) A ROREDSHALNT-ED
WEND B,

15.2.2 EER (7 v MEOKS25mg/kgbl b) THRAEE
ENCMAY A OF 2 OEMPAHRESNTWVWED T,
FRICH Tz > TIXHRIBEAEICERT %,

16. FEMENE

16.1 MHRE

16.1.1 fEERFA B FI220mg z#E & NI BRICEORE Lz
RFOWERE BICEE L MBI/ S5 X — 5 OFi5fE

ERIRTY, [16.2.1 ]
BHERABEROENE /ST A -5
- Chax tmax AUC
B RE (ng/mL) (hr) (ng - hr/mL)
MR 4374237 3.6+0.9 937+617
' 453+£138 5.3x1.4 901 +544

(Mean=S.D., n=12)
F 7o, BEMRABFICSmg. 10mg. 20mg%AEE R T

RIEHRSG LK ($55HH) OEMERE/ ST A —F1F
DTRoEBDTHBY,

11.1.7 &F NUDLIMGE BEEARH) R A B FICB T 2 KERSE (5mg. 10mg. 20mg) DIl
11.1.8 TEINBARIARAE (SHEEANHE) BRHINTZTY—VF b LOENHENT X —5
B, B CKER, MAKRORFPIFTOE > = - Chax tmax AUC v ti2
FRERE T BRSNS 5 IS LN B S BSR FRE| (omy) (h)  |ng-ho/mb)| ()
11.1.9 |HAEE BEEAH) EM* | 146+56 [3.0(2.0-4.5)| 236+97 | 1.8+0.9
11.1.10 $EFIRAE (SEAEREH) SME pyF | 252£55 [2.5(1.55.5)| 585£137 | 4.2%0.5
TAE. BETEH. KERHHE. IR, A% BF EM* | 383+83 [3.3(2.0-5.0)] 5394200 | 1.5+0.4
BUEENHODNDIEHDH 2, 10mg "o\ | 509464 |2.8(2.04.5)] 12302200 | 3.8%0.3
11.2 ZOfthDEIEA - EM* | 654+348 [4.0(2.5-8.0)] 994+477 | 2.3+1.4
0.1~ 5%k 0.1%Ki SR M TPME | 8224232 333060) 23312663 | 3.7£0.3
BHUE FIE, BER iR (Mean=S.D., tmaxlidMedian (Min-Max) ,EM n=16,PM n=8)
i B IMEREA. E IR mERE A, 4 KAFREEER T b7 u—2L4P450 2C19 (CYP2C19) #IEARNL, NEl&E
BRIE N0, AP ERERIE | R EREZ. U~ EFREIX D FESI NS,
%, &l ISEREAD EM (extensive metabolizer) :CYP2C19*1/*1. CYP2C19*1/2X &
FFAE AST. ALT. AI'P.[av U L >0 CYP2C19'1/3
vGTP. LDH® k|7 M (poor metabolizer) :CYP2C19"2/*2. CYP2C1972/*3% %
= CYP2C19'3/3
ERE  [MELA e 16.1.2 LM NS LR
HfE R, TR, WLER|BLME. &R, | WG, SRS SRFS5T g R LEE0mE [ 37 7] £y
gﬁ@\@ﬁ\ﬂgfggﬁggﬁﬁﬁfﬂ§m$5 Ty MENmMgE. Y OAF—N—HICED EREN]
xR « H¥E. & #k|colitis. lymphocytic = Py .
a7 I LTINS R
RERRAE R | S e g [AR R F L. BoN-HEMHEST A —5 (AUC. Crna) I
MR, 1B ‘9l/‘/690%{%?EIZFEI?7£L:Tﬁ§+ﬁ£$ﬁ%'f?7 f:r’ﬁ%’%\ IOg
EF O0bo (0.80) ~log (1.25) OWENTS . WAIDLHF
N STET MRS E R S N,
Z DAt MILVATO—)b |29 AH, FE | BEob5DE, BEE UTEIST A — % HBEISSTA—%
FERERS - BUNO| (BRI, SR\ B\, B, &7 e T e - o
LR, EER, MmEE L w\":;?’[ﬂlf? &~ (ng-hr/mL)| (ng/mL) | (hr) (hr)
FRTSHAE AN CKo L5 2T L UE, SRITI—NF UL 1038.65 | 589.67 | 3.6 1.48
%07 $820mg [737 7] +381.37 | +219.85 | +1.0 | +0.49
) FEEEIIBERGESRATEE & 0. Ty EE 1131.67 679.82 4.0 1.32
14, BRLEDES WU LY MEE0ME | o0 0 | +286.17 | *1.4 | +0.47

14.1 SERISAFFHOER

14.1.1 PTPREOEFIIPTPY — b2 SWMO H L CIRAT
EOEHT B L, PTPY— FOBMBKICE D, BLH
IS RIERBEARIA L, FICEELE B L THER
AREDEELGHEEZHETHI LD D,

14.1.2 KANIBESETH O IRAICH 2> TE WAZD,
BNZDEFIC, DAL ETRSERT ST o

15. ZDMDFE

15.1 BRERERICE D < 1BER

15.1.1 AFOEHBEHICEEOE R —T2RDEOH
ErDH 5.

15.1.2 M B 2EBOBEMIE T, Tu bRy T
Ly —IC X BIBREICB W TEHEBRIEICHES IREEE
. FHESER. BHEESFOY 2 7ENPHRESNT
Wb, Fio. BHELROESHB (1£DE) onELs%
F7zBET, B0 A7 SEMLE,

(Mean=*S.D., n=46)

(ng/mL)

700 ¢ . (Mean=S.D., n=46)

600 —e— SRTFTY—ILF ML

20mg 7377

gﬁ'ﬁlsoo— ---0--- )8 Ty M 20mg
;E 400
it

300
I3
gf; 200

100 -

0 S
2 8

lP?FE] 12(hr)
FHORIN, FHORAEIE - BEFEOFHBEMICE -
TRLZLWREEPH .




16.2 DRUN
16.2.1 BREDOXE
RS T1220mg & B N X IIBRBICRORS Lz
. BREETIIHEAETRSICH UtnadS] . 7R EHEZE
T5EELITTIUEEZEAED SN TS, [16.1
28]
16.4 {35
R B F1210mg. 20mg#z %5 L - o Mg
OREWE, FICIERENLBTRITIC K DER L -F
FIZ—FIMETH 720 TOMICTFRBBESREF F 70—
L P450 2C19 (CYP2C19) #5559 % B X F VL RIS
IZ& VAR LA F LK, 3A4 (CYP3A4) A RIS
B AR LRSI KV ER L7z RAILAR S EPRED 5N
72049, 110, 28]
Bttt
%%WA%% 220mgZE RS L2 5E . 55241
IR A77/—»%FU7A®$ ZRENES
&éﬂ? R#EWMTHAHIVRVBEROCZDO TV O
VRS ASHREEORN29~40%. XIVH T —ILERE
BEN 13~ 19% Rt = iz 2,
ZEYIRE{ER
HE (A X TV —L) THREESRF N7 a—LP450
2C19 (CYP2C19) ~oR#EHmEIC L VHAEER»R
ENTVBEITENRL, TLT7UY (R-ILT 7 YV)
IR LTIRT IV —)F R U7 LG IS DR O MH
BEICEEREZ W EPRESINTWS, F/io. HE
(5275 —)) CTHAHBEEF b7 o—L4P450 1A2
(CYP1A2) OFEICEXDHEBEMERANPROON TS T A
T4 IR LTHIRTS Y —)LF M7 Al EE
KB EZ2 W EPRESNTNEYY,

17. ERPRRGIE

17.1 BHERUREMICRET 5ER

17.1.1 —MRERAREBR N U _EERLLEREER
BiB%. +HEBEE. MiEEERRUYATIEE
ZRFRICTH1E10mg X 1E20mg % #% 5 U 7o — g i iR
BN O _EEMHLEEE (RS0~ 8ER) DpiE
ETREOEBDTHBT

16.5

16.7

MR REEAE RS

BiEE 94.0% (189f51/201451)
T+ IERES 99.4% (15951/160f1)
MR RE 90.9% (50f1/5541)
V)& ERIES 83.3% (1061/12/41)

BEABKUCHEO IO bRy T e EY —i0E
ISR ORI RE R EE 2R E LR 58K
OWRFHEIC L HBELRETROEBO TH o727,

(7.2 2]

1[8120mg 1[E]10mg 1[E]20mg

1H1[E 1H2[E 1H2[E

L1k 58.8% 78.4% 77.0%
(60f1/10241) (80f1/102431) (77f5/10041)

grade A KU° 65.1% 87.1% 79.5%
grade B* (5645i/86%1) (74451/85%1) (66451/8341)

grade C KU* 25.0% 35.3% 64.7%
grade D* (4il/161) (6%il/1751)) (11451/17451))

*) IRTFI—F hY T LI0mg/H. 7Y T 5V —)L30mg/H.
I 275 —)L20mg/H % 8B LL L1 54 12 RiGR LM RHE S
FICHES

oY BV AGHE (BE2) ICLPEEE

F/o. BREERBRICBLWTBENpHEREAN IR
ZV =)L ~ U A1H1E20mei% 5 T1H1E10mgH 5
ICHARTHRLS . BREBRBICNT 25T 5V — )L b
U7 A1 B1E20mgH 5 OBRMENRD 5N T B0,
18. EFNEIE
18.1 {EFER
SRSV —)F U7 LIZEE WA O BRI AR T
PR (A7 227 3 MME) 12207 a s >Ry 7 (HY
K'-ATPase) OSHEZ B L CEREEAHEEL, B
FWEME T ZY, SSICHEShBEREEOEEI
IAEFAERAL & OEYDERD D W TV FF
ICEBEHAEDOERPES L TnEbDEEZ N5,
ZFOM. TN FF K- TEEREEDRIET 5 A4
HEHHERH SN Y,
18.2 ﬁ@ﬁw}mﬁuf’ﬁﬁﬁ
18.2.1 BERABFICB T AT A MY VHEEE WIS L, 1
H1E10mg# 5. 1H1E20mgi 5 T &b ICEEMH»
SERZIHERZR L. H#5IHEBROTHEO#BY
WEOEARIZIHIE0mgH S T72~76%. 90~96%.
1 H1E20mg# 5788 ~89%. 9% Td 522,

18.2.2 " FHHEBERERIIBILZ Y TFIULTA 7Y v
AMPHIEIC X 2 ﬁ@%ﬁé%m%ﬂ? %% (in vitro) .
1823[%@%59“‘“%%& D‘él:x&i‘/\ YA
N 2RI E ER 5 12Ty MBI 3 ERE R
TFUWF e X% 32 ‘/%'J?%Sl%@%wl:ﬂ U B8R 1 72 iR
ﬁﬁ%n—:\‘@—zzhﬂ)o
AXBHBNIET Y MIBT 2 BEES WINEI{ER O EE
X, o7 a bR FHERNCHE LEL . MRS
AR YD EFIEDIE N,
18.3 BApHLE{ERA
BERABTFICBIT 5 BEApHICH Ly 1H1ESmg 5
1H1E10mg# 5. 1H1E20mgi &G & b IcERHZ L7
e AR L. 8 55HE 02485 I pHALL B % 7R 9 e
DOEEIX1H1ESMgH 5 DEM* T46%, PM*T63%. 1H
1E10mg#H 5 DEM* T58%. PM*T72%. 1HI1[E20mgf%
EDEM*T61%. PM*T76% T 5%,
MAPRBIBER F b 70 —L4P450 2C19 (CYP2C19) FIWANI, §
SEETREIVAESNS,
EM (extensive metabolizer) :CYP2C19*1/*1.CYP2C19*1/*2
NIxCYP2C19*1/*3
M (poor metabolizer) :CYP2C19°2/*2, CYP2C192/*3X
1ZCYP2C193/°3
Ht, K'-ATPasefEE{ER
Ty BRI L DRI L /2H. K-ATPaselcxt L. @\ H
EZEMAZRT'D® (n vitro) .
18.5 FESER
Fv MRV EEERBED S WV ITERBERE (&
BRI A ML A, KBIEZ b LA, WK, 27
TV, BB-TY )= LEROT ALY V) L. B
TEEER 2 WV IX B RBRE S E R 2R 9222,
19. BIRSICRIT 2B(EFNAR
—fREGTE  SART T =L F R T L
(Rabeprazole Sodium)

18.4

{b24 © Monosodium (RS)-2-({[4-(3-methoxypropoxy)-
3-methylpyridin-2-yllmethyl} sulfinyl) -1/~
benzimidazolide

3 F3 ¢ CisHaoN3NaOsS

afE - 381.42

MR IR T T P T LA~ BEABOHK

Thb,

KEIIKITBD THEIFLT L. T —)L (99.5)
BT RT 0,

0. 0lmol/LKEE LT b 1) 7 A st IC
REITERETH %,

BT 2.

AEOKER (1-20) FHFEHHEEZRS 20,
KIFERZENRDSN S,
LS
O—CH,
H,C o)

L /)ROSR

20. RV EDFE
20.1 7L I SHEBRIIEEEZ BT TRET A2 &,
22. 3

1008 [1088 (PTP) Xx10. #ZEAIAD]
23. FEVHL
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